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1) Claims 17 to 30 are pending in the instant application. 

Any objection or rejection of record that is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3) Claims 17 to 30 stand rejected under 35 U.S.C. § 101 because they are 
drawn to an invention with no apparent or disclosed specific and substantial credible 
utility for those reasons of record in section 3 of the office action mailed 23 February of 
2006. As stated therein, the instant claims are drawn to an antibody that lacks a 
specific and substantial utility in currently available form because it is defined solely by 
the ability to bind to a protein for which a specific biological role has not been disclosed, 

Applicant has traversed this rejection on the basis that a protein of the instant 
invention "belongs to the mitochondrial solute carrier family and the peroxisomal 
calcium-dependent solute carrier subfamily, is found at the mitochondrial inner 
membrane, and functions in the transport of metabolites across the membrane" and that 
Zellweger syndrome and X-linked adrenoleukodystrophy are human metabolic diseases 
associated with the mitochondrial solute carrier family". 

This is not found persuasive. The conclusion that a protein comprising the amino 
acid sequence presented in SEQ ID NO:2 of the instant application is a member of the 
mitochondrial solute carrier family has not been disputed. However, one of ordinary skill 
in the art would not reasonably believe that every member of the mitochondrial solute 
carrier family is involved in Zellweger syndrome or X-linked adrenoleukodystrophy, and 
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there is no evidence of record that, at the time that the instant application was filed, that 
either of these two disorders was associated with an aberrance in the structure, function 
or level of expression of a protein comprising the amino acid sequence presented in 
SEQ ID NO:2 of the instant application. 

Applicant appears to of the belief that the assertion that a protein comprising the 
amino acid sequence presented in SEQ ID NO:2 of the instant application is a member 
of the mitochondrial solute carrier family constitutes the disclosure of a specific and 
substantial utility. It does not. Being a member of the mitochondrial solute carrier family 
is not a utility, it is a property just as being a member of the steroid family was a 
property of the compound at issue in the decision of Brenner v. Manson, 148 U.S.P.Q. 
689 (Sus. Ct, 1966), and did not constitute an assertion of a specific and substantial use 
therefor. 

Simply disclosing that a particular compound is a member of a recognized family 
or class of related compounds does not constitute a specific assertion of a substantial 
utility for that particular compound unless all or most of the members of that class of 
compounds share a common specific and substantial utility. For example, the 
disclosure that a particular compound is an antibiotic constitutes an assertion of a 
specific and substantial utility for that compound because all antibiotics, by definition, 
have the common utility of selectively inhibiting the growth of certain organisms. 
Conversely, disclosing that a particular protein is a member of the immunoglobulin 
family, in the absence of the identification of the particular antigen bound by that protein 
does not constitute an assertion of a specific and substantial utility for that protein. 
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To illustrate this point, Example 10 of the "REVISED INTERIM UTILITY 
GUIDELINES TRAINING MATERIALS" (http:// ptoweb.uspto.gov/ patents/ filecab/ 
documents/ Utility.pdf - 188.0KB, 28 Feb. 2000) explains why a nucleic acid encoding a 
protein which is structurally related to a well known and commercially useful class of 
enzymes has specific and substantial utility because that protein is expected to possess 
those activities that make that class of enzymes commercially valuable. Unfortunately, 
the proper analysis of the instant claims, which are drawn to an antibody that binds to a 
putative mitochondrial solute carrier, should be made in light of Example 12 of those 
guidelines, which explains why an isolated nucleic acid encoding an "orphan receptor" 
lacks utility in the absence of the disclosure of a specific role for either the nucleic acid 
or protein in a known disease, disorder or a physiological process which one would wish 
to manipulate for clinical effect, even though some other members of that receptor 
family do have a specific and substantial utility. Because most, if not all of the 
members of the mitochondrial solute carrier family lack a common specific and 
substantial utility and the instant specification fails to disclose an established practical 
utility for a protein comprising SEQ ID nO:2 in its currently available form, the claimed 
antibodies do not meet the "useful" requirement of 35 U.S.C. § 101. 

4) Claims 17 to 30 stand rejected under 35 U.S.C. § 1 12, first paragraph, as 
failing to adequately teach how to use the instant invention for those reasons given 
above with regard to the rejection of these claims under 35 U.S.C. § 101. 

5) Claims 18, 20, 22, 24, 26, 28 and 30 stand rejected under 35 U.S.C. 112, 
first paragraph, as containing subject matter which was not described in the 
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specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make the invention for those reasons of record in 
section 5 of the office action mailed 23 February of 2006. As stated therein, because of 
the presence of the term "wherein the amino acid sequence of said polypeptide 
comprises SEQ ID NO:2", these claims encompass an antibody which binds to an 
epitope that is not contained within SEQ ID NO:2 and, therefore they essentially 
encompass any antibody which can bind to any polypeptide or protein. 

Applicant has traversed this rejection on the basis that the limitation "that 
selectively binds to a polypeptide wherein the amino acid sequence of said polypeptide 
comprises SEQ ID NO:2..." excludes antibodies that do not bind to an epitope 
contained in SEQ ID NO:2. Applicant's arguments are not persuasive because they 
clearly ignore the open language Applicant has chosen to use in the instant claims. 

6) Claims 18,' 20, 22, 24, 26 and 28 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by the Hopp et al. patent (5,011,912). As explained above, these 
claims encompass an antibody which binds to any antigenic peptide, including the flag 
epitope DYKDDDDK which was bound by the antibody of Hopp et al. prior to the time of 
the instant invention. 

7) Claims 17, 18, 21, 22, 25 and 26 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by the Weber et al. publication ( P.N.A.S. 94:8509-8514, Aug. 1997). 
Applicant's argument that the polyclonal antibodies of Weber et al. do not bind to a 
protein of the instant invention are without merit. Because the amino acid sequence of 
the solute carrier protein of Weber et al. is greater than 95% identical to the amino acid 
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sequence presented in SEQ ID NO:2 of the instant application, the polyclonal 
antibodies described in the section entitled ' Immuno-Electron Microscopy" on page 
8510 therein would most certainly be encompassed by the instant claims. 

8) Claims 17 to 30 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over either of the Hopp et al. or Weber et al. publications cited above, 
each in view of the Maurer et aL publication for those reasons of record. 

9) Applicant's arguments filed 23 May of 2006 have been fully considered but 
they are not persuasive. 

10) THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on (571) 272-0867. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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